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DETAILED ACTION 

Receipt is acknowledged of the Request for Reconsideration, TD and IDS filed 
on 12/27/06. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 40-51, 53-74 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McCarthy et al (WO 9824420). 

McCarthy et al disclose a device for providing pharmaceutical doses comprising 
a container filled with a pharmaceutical composition including a pharnriaceuticallv active 
agent in a solution of liquefied HFA 134a or HFA 227 and a carrier. The carrier can be 
an alcohol, polyalkoxy derivative, fatty acid, polyalkylene glycol, etc (see abstract). The 
preferred alcohol is ethanol, the preferred polyols include propylene glycol and glycerol 
and preferred polyalkylene glycol is polyethylene glycol . The composition may comprise 
up to 50% or preferably 25% w/w carrier (see entire page 5). The formulations may 
comprise a plurality of carriers (see page 6, lines 1-2). 

McCarthy et al discloses that preferred agents for the said formulations include 
steroid s such as beclomethasone, betamethasone, flunisolide, budesonide, 
fluticasone etc (see page 7, lines 5-24). Examples 1-1 1 show various formulations 
comprising active agents, ethanol and other ingredients. Example 2 indicates a solution 
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formulations comprising the steroid BDP in an amount of 0.1%, ethanol in an amount of 
7.5% and HFC-134a in an amount of 92.3%. It is disclosed that the BDP was dissolved 
in the ethanol and 0315 g of the resulting solution was placed in a canister and a valve 
assembly was sealed into the canister. Each expelled dose of the formulation is about 
25 nl and provides 50 \ii of BDP (see page 14, line 6 to col. 15, line 1). Example 3 
shows 5 formulations, formulation E comprises 0.1% BDP, 20.5% ethanol and 79.3% 
HFA 134a. Formulation D shows a formulation comprising 4.9% propylene glycol, the 
said solutions are placed in suitable canisters (see page 15). Examples 5 and 9 disclose 
formulations comprising 3% propylene glycol. 

Although McCarthy et al does not exemplify a formulation comprising fluticasone 
propionate, it does teach solutions for inhalation comprising active agents such as 
steroids including fluticasone, ethanol, propellant and optionally a low volatility 
component such as polyethylene glycol. As such, It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have selected fluticasone 
propionate as the suitable active agent for the said solution formulations as taught by 
McCarthy. It has been shown that McCarthy et al meet all the limitations of the instant 
claims, thus McCarthy et al has provided sufficient disclosure to one of ordinary skill in 
the art to make and use the invention as claimed. 
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Claims 40-45, 51, 55, 57-62, 68-69 and 71-73 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Schultz et al (CA 2,094,266) in view of Paler (EP 
0416951). 

Schultz et al teach a pharmaceutical solution aerosol formulations comprising 
beclomethasone 17, 21 dipropionate, ethanol and a propellant selected form HFA 134a, 
HFA 227 or a mixture thereof (see abstract and page 2). The solution formulations are 
suitable for pulmonary administration (see page 2a). 

Schultz et al discloses that the medicament will constitute about 0.02 to about 
0.6% by weight of the total weight of the formulation. Ethanol is present in an amount 
effective to solubilize the beclomethasone 17, 21 dipropionate in the propellant. 
Preferably, ethanol constitutes about 1 to about 20 percent by weight of the total weight 
of the formulation. Ethanol will be present in an amount sufficient to dissolve 
substantially all of the medicament present in he formulation and to maintain the 
medicament present in the formulation and to maintain the medicament dissolved over 
time period (see page 3, lines 5-30). 

Schultz et al also discloses that the formulations are substantially free of any 
surfactant. Furthermore, the formulations consist essentially of beclomethasone 17, 21 
dipropionate, ethanol and propellant (see page 4). The aerosol device and method of 
making the solution and filling the canister is disclosed in page 5. Table 1 shows a few 
formulations. Schultz et al, teaching a steroid formulation lack disclosure on fluticasone 
propionate. 
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Palmer teaches formulations comprising salmeterol and fluticasone propionate 
for inhalation and nebulization. It is disclosed that the said formulations may be in 
solution form (see page 2). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made given the general teachings and formulations of Schultz et al on 
solution formulations comprising a corticosteroid such as beclomethasone 17, 21 
dipropionate for inhalation to have looked for other active agents such as fluticasone 
dipropionate to prepare solution formulations for effective treatment of patients who 
need other medicaments. In other words merely substituting one active agent for 
another does not patentably distinguish claims form prior art. 

Response to Arguments 

Applicant's arguments filed 08/28/06, with respect to claims 40-51 , 53-74 have 
been fully considered and are persuasive. As such the previous rejections under 35 
USC 103(a) have been withdrawn. 

Applicant states that during an Interview with Examiner and her supervisor an 
agreement was reached to allow the instant claims. However upon reconsideration, it 
was determined that certain references included in the IDS filed on 12/27/06 meet the 
limitations of the instant claims. 
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Applicant's submission of an information disclosure statement under 37 CFR 
1 .97(c) with the fee set forth in 37 CFR 1 .1 7(p) on 12/2/70/6 prompted the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS 
MADE FINAL. See MPEP § 609.04(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing.date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mina Haghighatian whose telephone number is 571- 
272-0615. The examiner can normally be reached on core office hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Mina Haghighatian 
Patent Examiner 
March 15, 2007 




Johahn Richter, P.hD, Esq. 
■Supervisory Patent Examiner 
Technology Center 1600 



